
uvember 20,2001 

ockets management Branch (HFA-305) 
Animal Feed Rule Hearing 
Food and Drug Adrn~~~strati~~ 

30 Fishers Lane, Room 1061 
ockville, MD 20852 

Re: Comments by the Pet Food Institute to 
Food and Drug Adm~n~stratiun Notice on 

Dear Sir or Madam: 

The Pet Faod institute (PFI), which represents the manufacturers of 

95 percent of the dog and cat food produced in the United States, a 
12 billion industry, offers the following comments to the Food and 

Drug Admi~istrati~~‘s October 5,2001, Federal Register notice. 
Members of PFI have and will continue to support the agency’s ef%xts 

to prevent the introduction and possible amp~ificatiun of bovine 

spongifurm enecephalopathy (BSE) and other reiated transmissible 

ongiform encephalupathies (TSEs) in the US. P 
history of working with the various state and federal agencies to 

ac~ump~ish this and other critical human and animal health gaals. 

However, PFI members do not believe changes to the current rule 

contained in 21 CFR ~589.2000 are required. 

Since the agency implemented the prohib~tiun on feeding certain 
mammalian proteins to ruminants in 1997, much a bout BSE has 
changed. Additional countries in Europe and must recently Japan 
have reported cases of the disease. However, one constant, for which 
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the agency deserves much of the credit, is that the US remains free of BSE. Not one 
case of BSE has een detected in this country despite the most aggressive testing 
program of any nation that does not have the disease, conducted in accordance with 

the Qffice of ~nternatiunal Epizootics (QIE) standards. This underlying fact shou 

the foundation upon which the agency bases all decisions regarding amendments to the 

1997 rule. 

ly, since the US is BSE-free and the current rule is being enforced, the rule 
does not need to be changed. Changing the requirements of 21 CFR §5~~,200~ at this 

point in time, without additional compelling scientific evidence or risk analysis, could 

unnecessarily undermine public confidence in the extraordinary efforts the FDA and 

other federal and state agencies, as well as the industry, have taken uver the 

years I 

Recently released FDA compliance statistics highlight the rogress made toward 100 

ercent compliance with the current rule. This data reveals an overall improvement in 

the compliance ra e of inspected facilities. By making unnecessary changes to the rule 

he agency would need to expend significant resources reinspecting what are now 

iant facilities and reeducating the industry and public about what is required under 
any new rule. Since the US does not have BSE, those resources would be better used 

toward the agency’s 100 percent compliance goal using the current regulation. 

ecific issue of adding a cautionary statement only to retail pet food, PFI will 

itional support for the continued labeling exemption for pet food intended for 
retail sale in response to Question 9. ft should be further stressed that the use of such 
a statement on retail pet food will only serve to unnecessarily alarm cunsumers and 
would make pet food the on y retail product sold in grocery stores and other outlets with 
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such a IabeL owever, salvage and distressed pet food must, under the current 

regulation, be labefed “Do nut feed to cattle or other ruminants.“* This is the 

appropriate and effective lacement for such a cautionary statement since pet food for 

retail safe is not intended for ruminant feed. 

The members of the Pet Food Institute thank the agency for the opportunity to provide 

detailed responses to the agency’s inquiries. PFI recognizes the efforts of the Food and 

Drug Admjnjstration over the past four years in educating the industry and the pu 

he importance of the 1997 rule. This rule stands as an important barrier 

united States and the possible spread of a devastating animal disease, PFI members 

stand ready to give the agency further assistance in reaching its goal of “100 percent 

compliance. 

Since PFl believes the current rule is adequate in preventing the ~ntroductiun and 
spread of BSE in the United States, no additional activi ies are required. Additional 

steps, however, should be taken to educate producers and distributors on the 

agency’s activi ies to prevent the spread of the disease and additional funds should 

be made available to FDA fur either direct or state-contracted ins e&ions of a&g&d 

’ For example, in research conducted in 1997, PFI found that a large majority of consumers believed a 
cautionary label meant the product was in some way hazardous to their pet. Additionally~ some 
consumers mistakenly believed their dug or cat was a ruminant. Survey results are provided in response 
to Question 9. 

it? For the purposes of hese comments, two definitions are necessary. Salvage pet food is defined as 
produ& that is still under the direct control of the manufacturer and has not been distributed for retail sale, 
Distressed product is defined as products in the retail establishments that, for one reason or another, e.g. 
packaging damage, length of time since production, or other similar reasons, are no lunger available for 
sale as first distributed. These products are also referred to as “unsalab!es”. 

3 



Pet Food Institute 
ucket No. OIN-0423 

~uvembe~ 20,2001 

facilities. The centiy released inspection statistics showing increased compliance 
illustrate the success the agency has had in educating reducers about the 

ulation. Changing the rule at this time would require a complete overhaul of the 

current inspection procedures, necessitate additional inspector training and further 
delay the agency’s goal of ‘IO0 percent compliance. 

Increased emphasis on enforcement of the rule, however, is necessary to ensure 

that those individuals and firms that are misusing products, unintentionally or not, 

containing ruminant protein are found and that and future misuse is stopped. Pet 

anies are taking steps to deal with salvage materials, see Note 2, and 
have asked distributors to do the same with distressed products. Huwever, PFI and 

et food industry are limited in their ability to quire such labeling without 

educational assistance/enforcement directly from FDA. Educatiunai and 

enforcement activities undertaken by the agency for food distributors must indicate 

that all unsalables containing ruminant materials, hum 

subject to rules regarding labeling and that the required record-keeping is done to 

roteot public health. 

2. is the present r&e at Sec. 589.2000 adequate to meet its i~te#~e~ objectives? If 
not, what are its inadequacies? Are there additionalr objectives that this rule s~~~~~ 
now address? ff so, boat are these new objectives? 

e current rule is adequate to meet the intended objective of preventing the 

amplification of BSE, should it ever be found in the United States, and should not be 
changed. The current ru e includes restrictions on the use of ruminant proteins and 

ruvides requirements for manufacturing controls on the use and distribution of 
those restricted use proteins, going far beyon y labeling and record ing 

uirements. In addition, the agency’s Guidance for lndustry futiher aids in 
understanding and complying with the regulation. As one of the three ‘“firewafls” 
designed to protect US cattle and ultimately ublic health since the ru 
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implemented in 4997, the agency and ail affected producers have worked towards 

0 percent compliance. Changes to the rufe now would further delay this effort and 
increase the time for achieving this goal. 

e current exemptions contained in the 1997 rule are appropriate and based on 

sound science and risk assessment. Any additions to the list of pruhibited materials 
must be scient ficaffy justified. 

The additional burden of this requirement would not reduce the already rare 

incidents of ~~rnming~~ng feed materials. Under the current regu~a~~~n and guides, 

facifities handfi g mammalian protein are already required to have cleanout and 
segregation systems in place to prevent comingfing. The enforcement of the system 

segregation requirements in the current rule is the best method to help prevent 

comingiing. 

PFI believes the current requirements for the transportation of feed ingredients is 
adequate to prevent ~~rnrn~ng~ing. The roper enforcement of existing re~ujrements 
and the continued education of individuals engaged in feed and ingredient transport 
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of their responsibilities under the rule would be mare effective and efficient than a 
dedicated transportation requirement. 

6. In order tu improve production practices and increase assurance of ~~~~~ia~~e ante 
the rule, should FDA require FDA licensing of renderers and other f~r~s/fae~l~t~es 
engaged in the ~r~d~~t~~~ of animal feed c~~ta~~i~g ~a~~a~~a~ protege? 

rotein is a safe and nutritious feed ingredient, and its use is restricted 

~niy from ruminant feeds. Therefore, facilities engaged its production and use 

should not be licensed by the agency. Rather than add an additional layer of 

re~~rdk~e~ing to an already corn Jex Process, the agency should use its resources 

to achieve 100 percent compliance with the current rule. Under current state laws, 
these facilities are already required ta hold a license as a producer of animal feed. 

A licensing would only add further complexity and burden to the agency and the 

industry while lacking any useful purpose in meeting the agency’s goals under the 
rule. 

7. S~~~~d FDA revoke or change any/a{1 of the current exclusions for certain ~r~d#cts 
allowed in the current rule at Sec. 5~9.2~~~(a)(~)? 

PFI believes that changes to the current rule are nut necessary and there is no need 

to make alterations to the list af product exclusions currently covered by the rule. 

. o&d FDA add to the list of ~r~~~~~ted material in ruminant feed (i.e., add to the 
def~#~t~~~ of ~~rute~~ derived from ~a~~al~a~ tissues’~ poul0-y litter and otlw 
re~yGl~d poultry waste products? 

Since there is no scientific evidence linking the infectious BSE agent to transmission 
uultry fitter or other recycled poultry waste products, PFI believes there is 

na need to increase the fist of prohibited materials. Recycled 
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roducts, though not used in commercial pet food products, are va 
ingredients, 

9” ~~u#~d FDA remove the exemptbn fur pet foods frcm fabefing ante ~recaut~u#a~ 
ststemen fs? 

ports the agency’s 1997 decisions and believes there is no reason to change 
the exclusion for cautionary /abets on pet food sotd at retail. The reasoning for 

excluding pet food sold at retail from the cautionary label requirement was made 
clear in the agency’s preamble to the 1997 rule: 

that the cautionary statement serves no useful purnose on pet food 
nonruminant laboratory animals and has amended the rule by 
w Sec. 5~9=2~~Q(d)(4) to exclude pet food products that are sold or 

untended for sale at retail to non-food producing animals and feed for 
no~rum~nant laboratory animals. These products typically cost substant~a~iy 
more per ton than most complete feeds intended for food-producing animals. 
Therefore, there is little, if any, risk that pet foods or feeds for nonrum~nant 
laboratory animals will be purchased at full price for use in ruminant rations. (62 
Federal Register 30955,06/05/97) [emphasis added] 

The agency went on to create a requirement that distressed and salvage pet food be 

labeled with the cautionary statement “Do not feed to cattle or other ruminants.” The 
reasons for the agency decisions have not changed 

Add~t~onai~y~ as stated by the US Department of Agriculture, BSE is not present in 

ted States. The risk of BEE occurring in this country is lower now than in 

1997 due to the agency’s efforts at enforcing the rule now under review. Since there 

is a miniscule risk of ruminant protein-based pet food being sourced as feed for 
ruminant animals, coupled with an absence of the disease, there is no need for a 
~aut~o~a~ statement on et food sold at retail. 

As a PFI representative testified at the October 30, 2001 f hearing, the agency 
should not remove the exemption for pet food sold at retail. Salvage and distressed 
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pet food should continue to be labeled according to the regulation since it could be 

incorporated into feed for feud-producing animals. The Pet Food institute has and 

I continue to educate its members, retailers, and other possible users of salvage 
and distressed pet food of the requirements under the current regulation. xampies 
of this education include fetters sent to ail members of the National Association of 
State Departments of Agriculture, a letter delivered to Food Marketing Institute 

members during a food safety meeting, guidance provided to the Nationat Nifk 
Producers Federation and communication to major retailers of their res~onsibiiit~es 

under the rule. 

Since PFI and other organizations are actively working to prevent the possible 
inclusion of salvage or distressed pet food in ruminant feed, which is only a minute 

amount of uct intended for retail sale, the use of a cautionary label on retail pet 

food is not necessary. 

et food is the only product covered in the regulation that is sold at retail 

res, pet shops, etc. FFiRcommissioned research indicates the 
i~~iusion of such a label statement would have a serious detrimental effect on pet 

and other meat-containing products. Specifically, consumer surveys revealed 

the following could occur if the statement “Do not feed to catt e or other ruminants” 

s included on retail products: 
e 7-l % of respondents would buy something else other than pet food if they 

pet food; 
l nts would be concerned or very concerned about the 

safety of the pet food if such a label was on the package; 
e 57% of respondents did not know if dogs and cats were considered 

ruminants; 
e 40% of respondents wou d be concerned or very concerned about the 

safety of humans eating beef and iamb as a consequence of this label 
appearing on pet foods. 

As these responses indicate, a large number of consumers would draw incorrect 
conciusions from such a label. Arising from their mistaken view that pet cats and 

s are ruminants, or that such a label indicates an inherent hazard in the product, 
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a majority of consumers would alter their purchasing decisions because of a 
cautionary statement that woufd not add any added BSE rotections, When 

purchasing “something efse” consumers might not purchase a et food product 

carrying a cautionary statement, but would consider moving to some “home-made 
diet’” that is highly unlikely to meet the complex nutr~t~onai needs of the 

in deficiencies that ~ommercia~iy produced pet food is designed to 

other consequence of this iabef on retail 
ingredients may be a consumer shift to pet food products tha do not contain those 

ingredients and, therefore, would not carry the cautionary fabei. This unintended 
shiff: could further disrupt the marketplace for ruminant protein ingredients and atiect 

not onfy pet food manufacturers but renderers, meat processors and other related 
industries. Because the agency has had success in increasing compliance with the 
rufe on the part of feed mills, renderers and other processes, as ifiustrated by its own 
statistics, new prevention measures are not necessary. 

Further, when salvage or distressed pet food is found in commerce or distribution 
is labeled as a different product; or is improperly mixed with other ~ngredients~ or 

is being used as feed for catttfe or other ruminants, the agency or appropriate state 

horities must take immediate action to stop the misuse, m~s~abeiing or 
mishandling of the material. However, as previously stated, the amount of 

distressed pet food possibly included in ruminant feed, even taking into 

~ns~de~ation anecdotal reports, is so smafi in comparison to other issues that it 
does not warrant special attention. 

10. ~~~u~d FDA extend its present re~~rd~ee~~~~ requirements beyund ? year? ff so, 
how many years? 

The current recordkeeping requirements are adequate to prevent and contain 
potential feed contamination incidents. in each of the most recent examples, the 
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company in question has been able to use its records to completely trace the 
disposition of e feed. Expanding the recordkeeping requirement beyond 
one year will not increase the responsiveness of the industry to a potential probie 
and will only increase an already detailed recordkeeping requirement, especially 
since the original recordkeeping requirements were designed to “facilitate 

compliance with the rufe,‘” 

e agency should also consider t at removing the exemption for pet food sold at 
retail could force retailers to maintain the same records currently ap 
distressed and salvage materials. These requirements, while critical for distressed 
and salvage material, would be onerous when applied to retailers, would cause 
unnecessary consumer concern, woutd provide no use I information, and would 

result in a dramatic increase in record kee ing noncompliance. 

PFI believes the current ingredient definition procedures used by the Association of 

erioan Feed Control Officials (AAFCO) are appropriate and provide adequate 

information* Neat and bone meal, for example, is presumed to include restricted 

rotein and therefore is prohibited from ruminant feed. eat and bone mea! 
described in this question may be labeled as such when it can be identified as 
species specific. Changes to the nomenclature of this and other ingredients would 

d a further unnecessary burden of testing and ve~fi~ation procedures. 
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12. fn order to make the statement clearer, shuufd the required ca#t~u~~~ statement on 
the label of ~rud#~ts that contain protein derived from mammalian tissues and that 
are untended fur use in annual feed be changed to read: ‘“Do not feed to cat&, 
sheep, goats, bison, elk, or deer?” 

PFI is unaware of any confusion on the part of feed purchasers caused by using the 
term *‘ruminants” in the cautionary statement when placed on feed for food- 
producing animals. 

43, What flew jnfur~at~un k avaifabfe on potential efficient, accurate ana~~~~a~ ~et~uds 
that may be used in detecting ~a~~a~ian proteins, especially the ~ru~~~~ted 
~a~~a~~an proteins, in feed and what should the sampling parameters of such a 
~rugra~ be? 

PFI is unaware of any new information on detecting mammalian proteins in feed and 
defers to members of the scientific community for explanation on such methods. 

M regarding enforcing cumpfiance ante the r&e, what further a~t~ur~t~es~ if any, would 
be desirabie In order to enforce the rule adeguafely (CM monetary penalties?, 
others?) 

PFI believes the agency, working independently and in conjunction with state 

cials, has the authority necessary to educate producers and distributors about the 

requirements of the rule, as currently written, and enforce its cum 
agency should not request additional authority for fines or other penalties but should 
devote its resources to compliance activities, hiring additional inspectors and 

ing additional coordinated inspections with state officials. 
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$5. regarding ~e~~~ng to increase compliance with the r&e, what ru/e, if any, s~u#~d 
public or private cert#ka tbn ~rugra~s play? 

The rules established by the agency prohibiting t e inclusion of certain mammalian 

rotein in ruminant feed are fufiy described in the Code of Federal Regulations and 
Guides for industry. Since these regulations are egatly binding on ail feed 

producers, handlers, mixers, renderers, etc., there is no need for additionaJ private 
ce~i~~ation. Compliance with the regulation is required by the agency, which has 
enforcement abilities at its disposal. The use of third-party ce~ifications is, 

therefore, redundant and unnecessary. However, the agency’s pfan to ~nco~orat~ 
Voiunta~ Self inspection Programs (VSIP) into its inspection plan should be utilized 

whenever possible to maximize the agency’s resources. 

f6. ~agard~ng the hqm? of feeds what should the restri~t~uns on such ~~~0~ be f~u~nt~ 
speclfk? wmparison between domestic and foreign cuntru~s?) 

The current restrictions, which prohibit the importation of bovine-derived ingredients 

and live animals from countries with BSE, or those countries not engaged in 
appropriate surveiffance activities, are adequate. The US 

ricuiture’s Animal and Plant Health inspection Service (APHIS) is charged with 
preventing the importation of such materiafs into the U ited States. Manufacturers 

of pet food use onty those imported proteins allowed by USDA. PFI urges the 
agency to continue its ~ord~natjon with APHIS and other government agencies tu 

prevent the impo~ation of prohibited materials. 
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